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OFFICIAL ACTION 



Status of Claims 



Claims 1-24 are currently pending and therefore examined herein on the merits for 
patentability. 



The following is a quotation of the appropriate paragraph of 35 U.S.C. § 102, which 
forms the basis of the anticipation rejections as set forth under this particular section of the 
Official Action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign 
country or in public use or on sale in this country, more than one year prior to the date of 
application for patent in the United States. 

Claims 1-8, 10, 12-19 and 22-23 are rejected under 35 U.S.C. § 102(b) as being 
anticipated by U.S. Patent 6,294,192 (hereinafter the Patel ' 192 patent). 

Claims 1-8, 10, 12-19 and 22 of the instant application are directed to an injectable 
pharmaceutical composition comprising tetrahydrocannabinol, an amphiphilic surfactant, an 
antioxidant, an oil, a salt, ethanol and water. Tetrahydrocannabinol is present in the amount of 
less than or equal to about 0.35% by weight. The amphiphilic surfactant is selected from the 
group consisting of Cremophor EL, Polysorbate 80, Poloxamer 407, Poloxamer 237, PEG 400, 
Pharmasolve, propylene glycol and hydroxypropyl cyclodextrin, which are present in the amount 
of less than or equal to about 20%, 15%, 2.5%, 5%, 20%, 10%, 60% and 30% by weight, 
respectively. The oil is corn oil, which is present in the amount of less than or equal to about 
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10% by weight. Ethanol is present in the amount of less than or equal to about 15% by weight. 
Water is present in the amount of less than or equal to about 90% by weight. 

Claim 23 of the instant application is directed to a method of making a pharmaceutical 
composition comprising tetrahydrocannabinol, an amphiphilic surfactant, ethanol and water, 
wherein said method comprises: mixing tetrahydrocannabinol and ethanol to form a first 
mixture; mixing an amphiphilic surfactant and water to form a second mixture; and mixing said 
first mixture and said second mixture to form said pharmaceutical composition, which is either 
an intermediate or a final product. 

Similar to claims 1-8, 10, 12-19 and 22 of the instant application, the Patel '192 patent 
discloses an injectable pharmaceutical composition (abstract; column 26, line 50) comprising 
tetrahydrocannabinol (column 22, line 15; column 24, line 65), an amphiphilic surfactant 
(column 5, lines 13-16), an antioxidant (column 26, line 18), an oil (column 8, lines 61-63), a salt 
in the form of an isotonic aqueous HEPES buffer solution (column 32, lines 10-1 1; and column 
46, lines 28-29), ethanol (column 25, lines 20, 59 and 62) and water (column 25, line 51; and 
column 32, lines 9-10). Tetrahydrocannabinol is present in the amount of less than or equal to 
about 1% by weight and typically less than about 0.1% by weight (column 21, lines 47-57; 
column 22, line 15; column 24, line 65). The amphiphilic surfactant (column 5, lines 13-16) is 
selected from the group consisting of Cremophor EL (a.k.a., PEG-35 castor oil) (Table 5, column 
10, line 25); Polysorbate 80 (Table 19, column 33 and 34, lines 7-9), Poloxamer 407 (column 16, 
lines 49-50; and Table 15, column 17, line 30); Poloxamer 237 (Table 15, column 17, line 30); 
and PEG 400 (Table 1, column 6, lines 43 and 46-47, and column 7, line 37); which are present 
in the amount from about 1% to about 60% by weight (column 21, lines 30-31); as well as 
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Pharmasolve (a.k.a., N-methylpyrrolidone) (column 25, line 57); propylene glycol (column 25, 
lines 21-22 and 63) and hydroxypropyl cyclodextrin (column 25, lines 26-27 and 59); which are 
present in the amount from about 1% to about 100% by weight (column 26, lines 12-13). The oil 
is corn oil, which is present in the amount from about 1% to about 60% by weight (column 8, 
lines 58-63; and column 21, lines 30-31). Ethanol is present in the amount from about 1% to 
about 100% by weight, including 50%, 25%, 10% and 5% by weight (column 25, lines 20, 59 
and 62; and column 26, lines 8-14). Water is present in the amount from about 1% to about 
100% by weight, including 50%, 25%, 10% and 5% by weight (column 25, line 51; and column 
26, lines 12-13). It should also be noted that although the Patel '192 patent characterizes 
Pharmasolve (a.k.a., N-methylpyrrolidone) (column 25, line 57); propylene glycol (column 25, 
lines 21-22 and 63); hydroxypropyl cyclodextrin (column 25, lines 26-27 and 59); and ethanol as 
"solubilizers," the Patel '192 patent also discloses that "mixtures of solubilizers are also within 
the scope of the invention" (column 25, lines 52-53). 

Similar to claim 23 of the instant application, the Patel '192 patent discloses a method of 
making a pharmaceutical composition comprising tetrahydrocannabinol, ethanol, an amphiphilic 
surfactant and water, as well as an optional additional additive, such as an antioxidant, wherein 
said method comprises: mixing a hydrophobic therapeutic agent, namely tetrahydrocannabinol, 
and a solubilizer, namely ethanol, to form a pre-concentrate; mixing an amphiphilic surfactant 
and water to form an aqueous carrier system; mixing said pre-concentrate and said aqueous 
carrier system to form an aqueous dispersion of said pharmaceutical composition; and optionally 
mixing an additional additive, such as an antioxidant, to said aqueous dispersion of said 
pharmaceutical composition (abstract; column 22, line 15; column 24, line 65; column 25, lines 
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15-20; column 26, lines 15-20, 25-28, and 61-67; column 27, lines 1-10; and column 28, lines 6- 
10). 



The following is a quotation of the appropriate paragraph of 35 U.S.C. § 103, which 
forms the basis of the obviousness rejections as set forth under this particular section of the 
Official Action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived 
by the manner in which the invention was made. 

Claims 1-22 of the instant application are directed to an injectable pharmaceutical 
composition comprising tetrahydrocannabinol, an amphiphilic surfactant, an antioxidant, an oil, a 
salt, ethanol and water. Tetrahydrocannabinol is present in the amount of less than or equal to 
about 0.35% by weight. The amphiphilic surfactant is selected from the group consisting of 
Cremophor EL, Polysorbate 80, Poloxamer 407, Poloxamer 237, PEG 400, Pharmasolve, 
propylene glycol and hydroxypropyl cyclodextrin, which are present in the amount of less than 
or equal to about 20%, 15%, 2.5%, 5%, 20%, 10%, 60% and 30% by weight, respectively. The 
antioxidant is sodium metabisulfite or ascorbyl palmitate. The oil is corn oil, which is present in 
the amount of less than or equal to about 10% by weight. The salt is sodium hydroxide or 
sodium chloride, which renders said pharmaceutical composition essentially isotonic and said 
sodium chloride is present in the amount of about 0.9% by weight. Ethanol is present in the 
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amount of less than or equal to about 15% by weight. Water is present in the amount of less than 
or equal to about 90% by weight. 

Claim 23 of the instant application is directed to a method of making a pharmaceutical 
composition comprising tetrahydrocannabinol, an amphiphilic surfactant, ethanol and water, 
wherein said method comprises: mixing tetrahydrocannabinol and ethanol to form a first 
mixture; mixing an amphiphilic surfactant and water to form a second mixture; and mixing said 
first mixture and said second mixture to form said pharmaceutical composition, which is either 
an intermediate or a final product. 

Claim 24 of the instant application is directed to a method of treating emesis, anorexia or 
wasting syndrome comprising injecting a therapeutically effective amount of a pharmaceutical 
composition comprising tetrahydrocannabinol, an amphiphilic surfactant, an antioxidant, an oil, a 
salt, ethanol and water. 

1. Claims 1-23 are rejected under 35 U.S.C. § 103(a) as being unpatentable over the primary 
reference, namely the Patel 6 192 patent, in view of the secondary references, namely U.S. Patent 
Application Number 2002/0173549 (hereinafter the Wurtman '549 application); U.S. Patent 
Number 4,912,208 (hereinafter the Fiechtner '208 patent); and U.S. Patent Number 5,876,742 
(hereinafter the Cochrum '742 patent). It should be noted however that the secondary references 
of the Fiechtner '208 patent and the Cochrum '742 patent are merely cited herein as pertaining 
only to claims 9, 20 and 21, and are solely relied upon to simply illustrate the state of the art with 
respect to isotonic aqueous HEPES buffer solutions containing sodium chloride in an amount of 
about 0.9% by weight. 
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Similar to claims 1-8, 10, 12-19 and 22 of the instant application, the Patel c 192 patent 
discloses an injectable pharmaceutical composition (abstract; column 26, line 50) comprising 
tetrahydrocannabinol (column 22, line 15; column 24, line 65), an amphiphilic surfactant 
(column 5, lines 13-16), an antioxidant (column 26, line 18), an oil (column 8, lines 61-63), a salt 
in the form of a an isotonic aqueous HEPES buffer solution (column 32, lines 10-11; and column 
46, lines 28-29), ethanol (column 25, lines 20, 59 and 62) and water (column 25, line 51; and 
column 32, lines 9-10). Tetrahydrocannabinol is present in the amount of less than or equal to 
about 1% by weight and typically less than about 0.1% by weight (column 21, lines 47-57; 
column 22, line 15; column 24, line 65). The amphiphilic surfactant (column 5, lines 13-16) is 
selected from the group consisting of Cremophor EL (a.k.a., PEG-35 castor oil) (Table 5, column 
10, line 25); Polysorbate 80 (Table 19, column 33 and 34, lines 7-9), Poloxamer 407 (column 16, 
lines 49-50; and Table 15, column 17, line 30); Poloxamer 237 (Table 15, column 17, line 30); 
and PEG 400 (Table 1, column 6, lines 43 and 46-47, and column 7, line 37); which are present 
in the amount from about 1% to about 60% by weight (column 21, lines 30-31); as well as 
Pharmasolve (a.k.a., N-methylpyrrolidone) (column 25, line 57); propylene glycol (column 25, 
lines 21-22 and 63) and hydroxypropyl cyclodextrin (column 25, lines 26-27 and 59); which are 
present in the amount from about 1% to about 100% by weight (column 26, lines 12-13). The oil 
is corn oil, which is present in the amount from about 1% to about 60% by weight (column 8, 
lines 58-63; and column 21, lines 30-31). The salt is in the form of an isotonic aqueous HEPES 
buffer solution (column 32, lines 10-11; and column 46, lines 28-29). Ethanol is present in the 
amount from about 1% to about 100% by weight, including 50%, 25%, 10% and 5% by weight 
(column 25, lines 20, 59 and 62; and column 26, lines 8-14). Water is present in the amount 
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from about 1% to about 100% by weight, including 50%, 25%, 10% and 5% by weight (column 
25, line 51; and column 26, lines 12-13). 

With respect to claim 11 of the instant application, although the Patel ' 192 patent does 
not specifically mention utilizing sodium metabisulfite or ascorbyl palmitate as said antioxidant, 
the Patel '192 patent does teach a pharmaceutical composition comprising tetrahydrocannabinol 
and an antioxidant (column 22, line 15; column 24, line 65; column 26, line 18). One of ordinary 
skill in the art would readily envision sodium metabisulfite and ascorbyl palmitate as being 
within the scope of the Patel '192 patent, as said antioxidants are commonly known in the art. 
Notwithstanding the aforementioned rationale regarding the obviousness associated with 
utilizing sodium metabisulfite and ascorbyl palmitate as said antioxidant, it would have been 
obvious to one of ordinary skill in the art to incorporate the sodium metabisulfite and ascorbyl 
palmitate antioxidants taught in the Wurtman '549 application, as the antioxidant taught in the 
Patel c 192 patent. Sufficient motivation, as well as a reasonable expectation of success, exists as 
the Wurtman '549 application teaches incorporating said sodium metabisulfite and ascorbyl 
palmitate antioxidants ([0074]) into a pharmaceutical composition comprising cannabinoids 
([0012] and [0037]). 

With respect to claims 9 and 20-21 of the instant application, although the Patel '192 
patent teaches a pharmaceutical composition comprising a salt, which is in the form of a isotonic 
aqueous HEPES buffer solution that renders said pharmaceutical composition essentially isotonic 
(column 32, lines 10-11; and column 46, lines 28-29), the Patel '192 patent does not specifically 
mention utilizing sodium hydroxide or sodium chloride as said salt, wherein said sodium 
chloride is present in the amount of about 0.9% by weight thereby rendering said pharmaceutical 
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composition essentially isotonic. Despite the aforementioned, the Patel 6 192 patent does teach 
incorporating an isotonic aqueous HEPES buffer solution into said pharmaceutical composition 
(column 32, lines 10-11; and column 46, lines 28-29). An isotonic aqueous HEPES buffer 
solution containing sodium hydroxide and sodium chloride, wherein said sodium chloride is 
present in the amount of about 0.9% by weight, is very well-known in the art. See e.g., the 
Fiechtner '208 patent (column 19, lines 61-63); and the Cochrum '742 patent (column 7, lines 
22-24). Sodium chloride present in an amount of about 0.9% by weight is defined by the 
Applicants in claims 20 and 21 of the instant application as rendering said pharmaceutical 
composition essentially isotonic. Therefore, one of ordinary skill in the art would readily 
envision that the isotonic aqueous HEPES buffer solution taught in the Patel '192 patent, which 
comprises sodium chloride in an amount of about 0.9% by weight, would also render said 
pharmaceutical composition essentially isotonic. 

Similar to claim 23 of the instant application, the Patel '192 patent discloses a method of 
making a pharmaceutical composition comprising tetrahydrocannabinol, ethanol, an amphiphilic 
surfactant and water, as well as an optional additional additive, such as an antioxidant, wherein 
said method comprises: mixing a hydrophobic therapeutic agent, namely tetrahydrocannabinol, 
and a solubilizer, namely ethanol, to form a pre-concentrate; mixing an amphiphilic surfactant 
and water to form an aqueous carrier system; mixing said pre-concentrate and said aqueous 
carrier system to form an aqueous dispersion of said pharmaceutical composition; and optionally 
mixing an additional additive, such as an antioxidant, to said aqueous dispersion of said 
pharmaceutical composition (abstract; column 22, line 15; column 24, line 65; column 25, lines 
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15-20; column 26, lines 15-20, 25-28, and 61-67; column 27, lines 1-10; and column 28, lines 6- 
10). 



Therefore, the claimed invention, as a whole, would have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made, because each and every 
element of the claimed invention, as a whole, would have been reasonably disclosed or suggested 
by the teachings of the cited prior art references. 

2. Claims 1-8, 10, 12-19 and 22-24 are rejected under 35 U.S.C. § 103(a) as being 
unpatentable over the primary reference, namely the Patel 6 192 patent, in view of the secondary 
reference, namely U.S. Patent 5,804,592 (hereinafter the Volicer '592 patent). 

Similar to claims 1-8, 10, 12-19 and 22 of the instant application, the Patel c 192 patent 
discloses an injectable pharmaceutical composition (abstract; column 26, line 50) comprising 
tetrahydrocannabinol (column 22, line 15; column 24, line 65), an amphiphilic surfactant 
(column 5, lines 13-16), an antioxidant (column 26, line 18), an oil (column 8, lines 61-63), a salt 
in the form of an isotonic aqueous HEPES buffer solution (column 32, lines 10-1 1; and column 
46, lines 28-29), ethanol (column 25, lines 20, 59 and 62) and water (column 25, line 51; and 
column 32, lines 9-10). Tetrahydrocannabinol is present in the amount of less than or equal to 
about 1% by weight and typically less than about 0.1% by weight (column 21, lines 47-57; 
column 22, line 15; column 24, line 65). The amphiphilic surfactant (column 5, lines 13-16) is 
selected from the group consisting of Cremophor EL (a.k.a., PEG-35 castor oil) (Table 5, column 
10, line 25); Polysorbate 80 (Table 19, column 33 and 34, lines 7-9), Poloxamer 407 (column 16, 
lines 49-50; and Table 15, column 17, line 30); Poloxamer 237 (Table 15, column 17, line 30); 
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and PEG 400 (Table 1, column 6, lines 43 and 46-47, and column 7, line 37); which are present 
in the amount from about 1% to about 60% by weight (column 21, lines 30-31); as well as 
Pharmasolve (a.k.a., N-methylpyrrolidone) (column 25, line 57); propylene glycol (column 25, 
lines 21-22 and 63) and hydroxypropyl cyclodextrin (column 25, lines 26-27 and 59); which are 
present in the amount from about 1% to about 100% by weight (column 26, lines 12-13). The oil 
is corn oil, which is present in the amount from about 1% to about 60% by weight (column 8, 
lines 58-63; and column 21, lines 30-31). Ethanol is present in the amount from about 1% to 
about 100% by weight, including 50%, 25%, 10% and 5% by weight (column 25, lines 20, 59 
and 62; and column 26, lines 8-14). Water is present in the amount from about 1% to about 
100% by weight, including 50%, 25%, 10% and 5% by weight (column 25, line 51; and column 
26, lines 12-13). 

Similar to claim 23 of the instant application, the Patel '192 patent discloses a method of 
making a pharmaceutical composition comprising tetrahydrocannabinol, ethanol, an amphiphilic 
surfactant and water, as well as an optional additional additive, such as an antioxidant, wherein 
said method comprises: mixing a hydrophobic therapeutic agent, namely tetrahydrocannabinol, 
and a solubilizer, namely ethanol, to form a pre-concentrate; mixing an amphiphilic surfactant 
and water to form an aqueous carrier system; mixing said pre-concentrate and said aqueous 
carrier system to form an aqueous dispersion of said pharmaceutical composition; and optionally 
mixing an additional additive, such as an antioxidant, to said aqueous dispersion of said 
pharmaceutical composition (abstract; column 22, line 15; column 24, line 65; column 25, lines 
15-20; column 26, lines 15-20, 25-28, and 61-67; column 27, lines 1-10; and column 28, lines 6- 



10). 
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With respect to claim 24 of the instant application, although the Patel '192 patent teaches 
administering an injectable tetrahydrocannabinol pharmaceutical composition parenterally 
(column 26, line 50), the Patel '192 patent does not specifically mention a method of treating 
emesis, anorexia or wasting syndrome. However, it would have been obvious to one of ordinary 
skill in the art to parenterally administer the injectable tetrahydrocannabinol pharmaceutical 
composition taught by the Patel ' 192 patent (column 22, line 15; column 24, line 65; and column 
26, line 50) to treat emesis, anorexia and wasting syndrome, as the Volicer '592 patent teaches 
the parenteral (i.e., intravenous, intramuscular or subcutaneous) administration of an injectable 
pharmaceutical composition comprising dronabinol (a.k.a., Marinol®), which is a synthetic A 9 - 
tetrahydrocannabinol, to treat emesis (i.e., nausea and vomiting), anorexia and wasting syndrome 
(column 2, lines 5-11 and 39-46). Sufficient motivation, as well as a reasonable expectation of 
success, exists as the Volicer '592 teaches administering a parenterally injectable pharmaceutical 
composition comprising a synthetic A 9 -tetrahydrocannabinol for treating various pathological 
conditions, while the Patel 6 192 patent likewise teaches administering a parenterally injectable 
pharmaceutical composition comprising naturally occurring tetrahydrocannabinol for treating 
various pathological conditions. 

Therefore, the claimed invention, as a whole, would have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made, because each and every 
element of the claimed invention, as a whole, would have been reasonably disclosed or suggested 
by the teachings of the cited prior art references. 



Conclusion 



Claims 1-24 are rejected. 
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